YACTUHA VI: PESIOME NNAHY YNPABNIHHA PUSUKAMU

PE3IOME NNAHY YNPAB/IHHA PUSUKAMMW ANA NIKAPCbKOIO 3ACOBY KCO®J1y3A™
(BA/IOKCABIPY MAPBOKCHU)

Lle pestome nnaHy ynpasniHHa pusmkamu (MYP) ana nikapcbkoro 3acoby (/13) KCO®Y3A™. B NMyP
HaBeJeHa fAeTanbHa iHbopmaLia WOAO BaKAMBMX PU3MKIB Npu 3acTocyBaHHi /13 KCODTY3A™,
AKMM YMHOM Ui PU3BUKM MOXKHA MiHIMi3yBaTK Ta ik Byae oTpMmaHo 6inblue iHpopmaLii Npo puU3MKK
npu 3actocysaHHi /13 KCODTY3A™ Ta Hesigomy iHdbopmauito (BiacyTHaA iHbopmauis).

B KOpOTKili xapakTepucTuui nikapcbkoro 3acoby (KXJ/13) Ta B iHCTpYKUii AnAa meauMyHOro
3actocyBaHHA J13 KCOD/TY3A™ nasepeHa HeobxigHa iHpopmaLia A1 MeAMYHMX MpaLiBHUKIB Ta
nawieHTiB WoA0 3acTocyBaHHA /13 KCODTY3A™,

Lle pestome MYP ana /13 KCODNY3A™ cnig, untaTvt B KOHTEKCTI BCi€i Li€i iHpopmaLii, BKAOUaoum
3BiT 3 OLiHKM Ta Oro pe3tome NPOCTOK MOBOIO, AIKi € YaCTUHOK EBPONENCHKOrO NyHAiYHOro 3BiTY 3
ouiHkKM (EPAR).

Hosi BaxnuBi npobnemn 3 6e3nekn abo 3miHM A0 NOTOYHMUX Npobaem O6yayTb BKAOYEHi B
oHoBneHHA NYP ana /13 KCODY3A™,

I. IIKAPCbKWI 3ACIE TA 41 YOrO BIH 3ACTOCOBYETbCA

N3 KCODTY3A™ nokasaHuit ana NikyBaHHA HEYCKNaAHEHOro rpuny y NaLieHTiB BiKom Big, 1 poKy i
ONA MOCTKOHTAKTHOI NPOdinakTUKM rpuny y ocib Bikom Big, 1 poKy (NOBHUI TEKCT WOA0 NOKasaHb
auB. y KX/13) (B YKkpaiHi npenapaTt nokasaHuit Ana NikyBaHHA HEYCKNaAHEHOro rpuny y nawieHTiB
BiKOM Bif, 12 pOKiB i A1 NOCTKOHTAKTHOI NPOGINaKTUKM rpuny y ocib Bikom Bia, 12 pokKis (NOBHUM
TEKCT WOA0 NOKa3aHb AMB. Y IHCTPYKLIT ANA MeANYHOro 3acTocyBaHHA B YKpaiHi)). 13 KCOP/TY3A™
MicTUTb BanoKcasipy MapboKCUA AK Aitody PeYoBMHY, | MOro 3aCTOCOBYOTb NePOpPasbHO.

[lopaTtkoBy iHPOPMaLLilO MPO OLHKY KOPUCTi 3acTocyBaHHA J13 KCODTY3A™ aus. y 38iTi EPAR ana
N3 KCOPNY3A™, y Tomy umncni B i1oro pestome, L0 BUKNAAEHO AOCTYNHOK MOBOIO, AKE 3HaX0AUTbCA
Ha Beb6-caliTi EBpONEeNCbKOro areHTCTBa 3 /likapcbKux 3acobis (EMA), Ha cTopiHL,i LbOro NikapcbKoro
3acoby.

Il. PU3UKMU, MNOB’A3AHI 13 3SACTOCYBAHHAM JIIKAPCbKOIO 3ACOBY TA 3AX04M 3 MIHIMI3ALIT
ABO NOAAbLWIOIo onnucy PU3UKIB

Huxue 3a3HayeHi Bakimsi pusukm 13 KCODIY3A™, a Ttakoxk 3anponoHoBaHi 3axoan Ans
MiHiMmi3auii uMX pU3KKIB Ta NPOMNOHOBAHI AOCNIAXKEHHA ANA NMOAANbLIOr0 BMBYEHHA pusmkis J13
KCO®/TY3A™,

3axogamu 3 MiHiMi3aLiT pu3mKiB, igeHTUdIKOBaHNX ANA NiKapCbKOro 3acoby, MOXyTb byTu:
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e CneumndiyHa iHpopmauis, Taka AK 3acTepekeHHsa, 3anobiKHi 3axoau, Ta nopagu WoAo0
NPaBMAbHOIO 3aCTOCYBAHHA, HaBeAeHiI B iIHCTPYKLIii 4nA meanyHoro 3actocyBaHHA Ta KX/13
ONA MeANYHUX NPaLiBHUKIB Ta NaL,iEHTIB.

e Barknuei nopaaw, WO BKa3aHi Ha ynakKoBL,i NikapcbKoro 3acoby.

e 3aTBepArKEHWUI PO3Mip YNAaKOBKU — KiJIbKIiCTb NpenapaTty B yNaKoBL,i BUOpaHa TaKUM YNHOM,
o6 3ab6e3neynTn NpaBuibHE BUKOPUCTAHHS NiKapCbKoro 3acoby.

e PeuenTypHWiA cTaTyc NpenapaTy — cnocib, AKMM Npenapar BignyCKaeTbCA NaLieHTY (TOH6TO 3a
peuentom 4yn 6e3 peuenTy), WO MOXKe A0MOMOITU MiHIMI3yBaTU MOT0 PUSUKK.

Pasom Ui 3ax04uM CKNaaaTb pymuHHi 3axo0u 3 MiHIMi3ayii pu3ukis.

JonatkoBo A0 UMX 3axo4is, BiAbyBaeTbcA NOCTIMHMIA 36ip iHGopMaLii o0 NOGIYHUX peaKLin i
NPOBOANUTLCA iX PEryaspHUin aHani3, BKAKOYAKOYM OLHKY NepioguMyHO OHOB/IOBAHOrO 3BiTy 3
6e3nekn (PSUR). TakMm umHOM, 32 HEODXiAHOCTI MOXKYTb OYTU BXKUTI HeranHi 3axoaun. Lli 3axoam
CKNIafaloTb pYMUHHI 3axo0u 3 MiHiMi3ayii pusukis.

II.LA NEPENIK BAXXINBUX PU3SUKIB TA BIACYTHA IHPOPMALLIA

Baknumei pusmKku npwm 3actocyBaHHi 13 KCOPTY3A™ — ue pusmku, ona akmx HeobxiaHi cnewianbHi
3aX04M 3 YNpaB/liHHA PU3MKaMKW 3 METOI NOAAJbLIOTO BMBYEHHA abo MiHiMi3aLil pu3mnKy, wWob
MOXHa 6yno 6e3neyHo 3aCTOCOBYBATU NiKAPCbKMM 3acib. BarKnnBi pU3NMKM MOXKYTb BYTU po3LiHEHI
AK igeHTudikoBaHi abo noTeHUilHi. |aeHTUdIKOBaAHI pU3NKN — Le Npobsiemun, WOAO0 AKUX HAABHI
[OCTaTHI A,0Ka3m 3B’A3Ky i3 3acTocyBaHHAM J13 KCODTY3A™. MoTeHUuiitHi pusnkn — ue npobiemu,
ANA AKMX 3B'A30K i3 @aHMM NIKAPCbKMM 3aCO60M € MOMK/IMBMM Ha OCHOBI HaABHUX A@HUX, OAHAK el
3B'A30K le He € BCTAHOB/JEHMM i MoTpebye noaanblioi OuiHKWU. BiacyTHa iHdopmauia — ue
iHpopmaLis 3 6e3nekn nikapcbkoro 3acoby, AKa Ha AaHMW Yac BiACYTHA, i AKY NOTPiIOHO 3ibpaTn
(HanpuKknag, Woao AOBroTPMBAIOr0 3aCTOCYBAHHA NiKapCbKoro 3acoby).

Mepenik BaXXAMBUX PU3UKIB Ta BiACYTHbOI iIHPopmauii

Baxknusi igeHTUdIKoBaHI pU3MKK BiocymHi
BaKAKMBI NOTEHLiAHI pU3NKK BiocymHi
BigcyTHAa iHpopmauin BidocymHs

11.B PESIOME BAX/IUBUX PU3SUKIB

Hemae BaxknmBux ineHTUPIKOBAHUX PU3UKIB, BaXKAMBUX NOTEHUIMHUX PU3UKIB abo BiACYTHLOI
iHbopmaLii gna 6anokcasipy mapboKkcuny.
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I1.C NJIAH NICNAPEECTPALIMHOI PO3POBKMU

1.C.1 NocniaeHHsA, AKI € ymoBamMmu peecTpalLiii iIKapcbKoro 3acoby

Hemae pgocnigeHb, AKi € YMOBOK OTPUMAHHA PEECTPALLMHOro nocsig4yeHHsA abo cneundiyHMmm
30608’a3aHHAMM ana /13 KCODTY3A™,

1I.C.2 lHWi gochiaxKeHHA B nAaHi nicaapeecTpaLlinHoi po3pobKu

He BMmaraetbca nposeaeHHA gocniaxeHb ana 13 KCODY3A™,
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